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Re: Docket No. IQQZfN;ﬁﬁ;i“ﬁi““ﬁ%éElass1fe catmn of Automated External Defibrl ators

To Whom It May Concern: '

I am the Medical Director of the City of Austin / Trav15 Connty EMS System and the Chmrperson of the”
Governor’s EMS & Traurna Adv1sory Counc11 for the State of Texas. T am also an Assista
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strong supporter of Public Access Deﬁbrﬂlatton programs through ut r my career Iam farmhar Wlth the
recent medical literature regarchng AEDS and have parumpated mn several papers on Pubhc Access
Defibrillation. Based on my clinical expenence with AEDs and the commumty response to cardiac attest
patients, I strongly believe that reclassification of the AED to Class IT is appropriate and deSJrable for pubhc
health. .
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« -« . Thereis no questron that’ AEDS tndaxr provﬁ"e s!omﬁcan chi

believe it is important that we should ¢ conunue to Work together “to ﬁnp’rove pubhc access to AEDs' It s good .
policy and frankly, good medicine. ’

It is also my experience that risks and adverse events assocrate
to clinical benefits they provide. Interes tlggly, 1 was a co-anthor of the origmal report of an mappropriate
shock by an AED in ‘an EMS System (Ornato TP, Shipley JB, Powell RG Rachi EM: Inappropriate electrical
countershocks by an automated external deﬁbrﬂlator Ann Emerg Med 1992 21(1 O} T278 82)
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As a result, T have followed the literature & the reports of AED issues for the past 14 years. If safety were an
issue, otganized medicine, Governmental EMS Systems and those involved in resusmtattoh science would ‘

have cleatly stopped the rapid promulgation of these life- savmg dev1ces Iong ago
¥

The simplicity of the devices, the dramatic impact of an carfier sfxock on both rnorblcﬁty and mortahty and
the widespread lay acceptance of the implementation of Public Access Defibrillation programs all support the
vital i importance of this technology. We have many teats of data; expeﬁenc:e and scientific scrutiny to suggest
that it is safe and indeed desitable to do everything we can as patttiers to increase access to AEDs

In summary, I strongly suppott the recIassiﬂcation ‘of the AED a5 2 Class II device based on a review of the
extensive record, the literature, my clinical expenence and the standard safeguards developed to address the
potential device risks. I appreciate the opportunity to share rny v1ews and am wﬂhng to help in any way I can
with this process. S ] ] |

1
i

Thanks o

e ot i e ot i e st T

Sincerely,

- . . P N . < PN -

Edward M. Racht, MD
Medical Director
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